SYSTEM AUDIT REPORT NUMBER 04/ 35812/AS-S04

THIS REPORT RELATES TO A/AN SURVEILLANCE VISIT ON NOVEMBER 16-17, 2004

Company: Marshal Space Flight Center Other Sites Visited:
1. N/A
Address: Marshall Space Flight Center, A L 35812
g 2. N/A

Scope:

ISO 9001:2000: All Products and Services Provided by the Marshall Space Flight Center. MSFC Supports the NASA
Agency Infrastructure and is a Major Contributor to All Its Scientific and Technical Enterprises.

AS9100: Design, Development, Production, Installation and Servicing of Flight Hardware, Flight Software, and
associated Ground Support Equipment Interfacing with Flight Hardware and Fight Software.

Standard(s): AS 9100B | Support Documentation(s): AS9101B | Non-English Languages Used: N/A

Comments/Concerns of the Assessment Team:
Noncompliances noted are minor in nature

Six Previously identified noncompliances have been carried over and 3 have been satisfactorily addressed.

Recommend continued registration to AS 9100

The visit is deemed to be:

Satisfactory

[[] Unsatisfactory
Unsatisfactory visits may result in a change to the next
audit activity.

Corrective Action Plan (CAP) Instructions:
X Return CAP in 20 working days (all NCs, Obs & Ols). Certificate
processing initiates after receipt/acceptance of CAPs.
[] AS & QS-9000 NCs must be closed prior to certificate issuance.

] Return CAP in ten days for Major NCs issued during surveillance.

COMPANY INFORMATION

MGT. REP.: Robin Henderson

QUALITY MANUAL (REV & ISSUE DATE):

NQA ASSESSMENT TEAM

LEAD AUDITOR: Rick Giguere

TEAM: Trudy Keaveney TEAM:
TEAM: : TEAM:

Rev. N Sept 17, 2004

The contents of this report is confidential and must not be disclosed to a third party without the prior agreement of NQA, USA and the company named
above. Non-compliances/non-conformances raised or observations noted within this report are the result of limited sampling and therefore non-
compliances/non-conformances may exist which have not been identified. The Internal Audit system is degmed effective unless noted within the body of this
report. The company representative's signature indicates their agreement and understanding of any non-compliances/non-conformances and observations
contained in this report. Prior to the assessment, the company must have completed a complete system internal audit and subsequent management review
documented. The quality system shall be understood throughout the organization.
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SYSTEM AUDIT REPORT NUMBER: 04/35812/AS-S04

AUDIT MATRIX

) SPECIFIC ISO 9001:2000 REQUIREMENTS FUNCTIONS/PROCESSES NEXT
Xor+ indicates reference point for assessment. X or +/ . AUDITED DURING THIS VISIT VISIT
through entire box as applicable to indicate actual : PLAN
function/process audited against the ISO 9001:2000
requirement. X or/ in next visit block indicates planned
section for next activity. Estimated duration is 45 minutes.

o >
Note: Asterisk (*) indicates requirement to be reviewed at each % = <
activity. g E _ 2
ISO Clause Title % E N e
Sloio] 2| E Bl | B @
9001:2000 g1 & Eleglmg| =2l 818 % v
S|Z| 2|5 E|E|8|2|2|8 2
Reference = =
421 &422* | Quality Manual * X X
423 Document Control X
424 Quality Records XXX XX XIX|X[|X
41,5.1,52,53, e X
S45 55 Management Activities
54.1% | Quality Objectives* X|X|[X X _ X
5.6% Management Review * XX X
6.1&62 Resources & Competence
63&64 Infrastructure & Work Environment
7.1 Product Realization Planning XXX
7.2 Customer Related Process & Comm. XXX
7.3 | Design & Development
7.4 Purchasing
75.1&753 Process Provision and ID&T Activities
7.52 Process Validation X
7.5.4 Customer Property X
7.5.5 Preservation (Handling, Storage & Deliv.) X
7.6 Calibration X
8.1 Measurement & Monitoring Planning XXX
8.2.1* Customer Satisfaction* XX |X[X X
8.2.2% Internal Audits* X X
823 Measurement &Monitoring of Process
824 Measurement & Monitoring of Product
83 Non-Conforming Processes/Products X
8.4 Analysis of Data XXX X
8.5.1* Continuous Improvement* XX |X X
»8.5.2 & 8.5.3*% Corrective/Preventive Action* e ‘X X|1X|X X
Use of NQA Logo X | X
Note: Please fill in the table including areas/sites/departments/functions visited during the visit. - Page 2 of ‘4
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SYSTEM AUDIT REPORT NUMBER 04/35812/AS-SO4

SYSTEM AUDIT RECORD

Auditor(s): Rick Giguere Trudy Keaveney

Date: November 16, 2004

Clause Record of Details of Audit (names, referenced documents, depts.., etc.) g NC | Obs
No. or
OIs
421, See AS9101B checklist for details 1 1
499 INTERVIEWED:
e DOCUMENTS REVIEWED:
424 OBJECTIVE EVIDENCE SAMPLED:
54.1, See AS9101B checklist for details 1
56 INTERVIEWED:
' DOCUMENTS REVIEWED:
OBJECTIVE EVIDENCE SAMPLED:
7.1,7.2 | See AS9101B checklist for details 2
INTERVIEWED:
DOCUMENTS REVIEWED:
OBJECTIVE EVIDENCE SAMPLED:
8.1, See AS9101B checklist for details 3 1
821 INTERVIEWED:
e DOCUMENTS REVIEWED:
822, OBJECTIVE EVIDENCE SAMPLED:
8.4,8.5

" C1404/01-24-03/E

toraL| 7 | 2
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| SYSTEM AUDIT REPORT NUMBER 04/35812/AS-S04

B ity Resoe LBR
Ref [ Clause NON-CONFORMANCES & OBSERVATIONS/OPPORTUNITIES FOR IMPROVEMENT RAISED NC/OBS/
No. No. : , 0Ol

1 1423 Test Discrepancy Reports are not completed in a consistent manner. OBS

2 |74 Qualification criteria, thresholds of performance and consequences of poor performance have not been NC
identified.

3 (74 Required actions when issued during supplier audits that introduce a potential risk are not identified. Ref: NC
Sierra Lobo NDE Audit item#11, General finding polyolefin and nylon in space flight application, omission '
of mettallographic inspection in work instructions.

4 1852 Supplier corrective actions do not demonstrate full root cause corrective action anlysis. ref: Sierra Lobo NC -
audit finding corrective actions.

5 | 852 Corrective actions are not consistantly appropriate to the effects of the nonconformity. Inconsistant root NC
cause identification. ref, RCAR 219&222

6 | 822 The go-forward audit schedule for 2005 ia still a work in process due to the transformation process. OBS

7 |56 MPG 7120.4 Appendix I: PPA Monthly Health Status Report requires that root cause of any yellow or red NC

: condition and recovery plan be described. A review of these reports reveals inconsistencies in the reporting
of cause analysis and recovery plans in roughly half of the projects/programs reporting.

8 |43 MPG 8040.1, Configuration Management, MSFC Programs/Projects, Par. 3.4.2 states that Each program NC
and/or project office shall ensure that periodic CM system audits of in-house CM activities be conducted. A
review of CM audits reveals that it is CM itself that initiates these audits, and not the program or project
office. Certain programs, such as Solar B and Dart, have declined audits.

(Continued from above)lt is not likely that CM audits would be conducted without the initiative of the CM
group.
/ \ /! Z. I
NQA/US

jus,

/
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SAE AS8101 Revision B

" FOREWORD

In December 1998, the Aerospace Industry has established the Intermational Aerospace Quality
Group (IAQG) with the purpose of achrevmg srgnn‘rcant rmprovements in quahty and reductions
in cost throughout the vaiue stream. .

This organization, with representation from Aerospace companies'in Americas, Asia and Europe -
and sponsored by SAE, SJAC and AECMA has agreed to take responsibility for the technical

contents of this standard
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SAE AS9101 Revision B

SECTION 1

'QUALITY MANAGEMENT SYSTEMS
ASSESSMENT




PURPOQE

01 Revision B

The purpose OfcthlS document is to deﬂne the content and the presentatlon of the Assessment
Report of the sectlon 1 of A891 OO o o o

QUALITY SYSTEM ASSESSM:NT REPORT CONTENT

The A&sessment Reportis-made-up of:' :

L ]

Page 6 (requ;red)

' General Assessment lnformatlon

Page 7 (requir‘ed)

Assessment Conclusions

F’age 8 (optional).
General Org.aniZation Information

- Page S { *equ/'rea/

Assessment Result Summary

Page 10 (required)
Assessment Scoring

Page 11 v
Corrective Action Request (when required)

Page 12
List of Recommendatlons/Observatlonleomments

Appendix A

: Quahty System Questionnaire relatlve to the section 1 of AS9100




SAE AS9101 Revision B

Assessing company

" ASSESSMENT REPORT | a2 ,
e S : o - Jogo

GENERAL ASSESSMENT INFORMATION

1. Organization & Work Address ; )
_(ﬂ)ompany Name: NfASA MSEC ' Tel Number(Zg’C) 5’</L{ Qu (z/

| Fax Number:

Subsidiary of: S s lemailn
Organization ldentlﬁcatlon | CAGE code: /U/A

Assessed Site Address: _ . As;asment Represen atxve & Tltle Dan N(‘((f .
MARSDALL SPACE FLICHT €ve Jechnical POC |
. tive & Tltlemgfn Mt He g

' . Quaht Manager Represe;
Hunbsuille, AL 35F12 ~ /échmca/\ @C/
Main activities: flogv{\‘m ,C;//OV‘@ 0 e @

" .|Product Types or Codes: _ v

2 ISO Registration

[ /] ISO Registered

[ ]IS0 Standard / Revision

[ A Aerospace Standard / Revision 43Fjé¢ 5

\

Regi'strar Name: ;\]._&.;4 T FI o DR
‘Expiration Date (If applicable): 579‘7

|3 Assessment Team : .
Lead Assessor Name: /ﬁ&/xj Gi ‘lt"“ﬁg/ Other Assessor Team Members:
(A Certified Auditor — Type & No. 02:SY TRwDY KBHVENEY B
[ ]Qualified Auditor o E - Aesuil ;-QOS ol ,
4 Assessment Dates: /U&ﬁ/ . 1L (7, (}L/ {\,
5 Assessment Scope - ' ,
[ ] Total facility assessed [ ] Initial assessment '[ ] Al 9100 elements assessed
[VﬂDartial facility assessed [ 1] Re-assessment .}’ﬁartlal 9100 elements ass{e/s;egﬁ ‘ 59 53 5%6;1
Other: - : R -+ | Elements not assessed; / 4 =
E %Activityﬁ assessed: ' | 55) 5‘ 7 "3 7 4[ '5 ?(é/g"’2 3100,92}46 .57[3
6 Assessment Disposition ) 7 Scoring
“1[ 1 Conforming | Scoring result: Q/
[ Q}/Conforming with minor (mi) corrective action
[ ] Non conforming with Major (MA) corrective action
8 Assessment Approval '
Assessing Company Date Lead Assessor Name , oSignatu.re
NEA- s ov 17, 0¢ | Rithard Cqurere | (6K Al
17

Distribution Agreement
This Assessment Report is the property of the assessed Organization and the assessing Company. Distribution to other companies or

individuals is authorized only after written agreement of the assessed Organization and of the assessing Company.

To that end, a signature below by an Authorized Representatnve of the agsessing company indicates that this report may be copied by
the organization for other customers. A

If copied, the report must beﬁcbse n full mcludmg findings and any cpriegtiye

dLE
- Authorized Representative ‘g i
N 47)4 (/(SQ— Signatt_ﬁ_'re"‘“ “/l;

Assessing Company Name




| Ass smg ompany

| ASSESSM;ENT.REPORT

.. ASSESSMENT CONCLUSIONS .

Ger{éral cQ‘:mme“_r_‘l_".ts about titje orga‘i‘hizaﬁ_‘éh and thé;'quality_systém of the éssesséd Qrg_ie‘l‘_hization:»v ’

Stfong points:’

M,Vwﬁ 7%&% o eptonad ﬂw

Improvement Opportunities:

~ Yot omphuie o destspoacof prscs




Assessing company
logo .

GENERAL ORGANIZATION INFORMATION

1 Legal and Financial Aspects

O Date of Fdrmat'io'f‘n:

O Legal Status: -

a Cabital:

. 1

0 Other Data: » _

. Third Prior Second Prior - First Prior - Current

Financial Year Financial Year Financial Year Financial

( ) ( ) / ( ) Year
( )
B
‘Sales
-/

Earnings / :
Earnings used for Re- - -
Investment e
‘Workforpe

2 Turnover breakdown and main Customgrs

Maj, Customers

Sales Percentage

Activities

Aircraft, Space and
Defense Industry

Other Activity
(be specific)

3 Clearances or /Aéprovals granted by Authorities

Name of the Aithority Types and References End of Validity
{date)




' 'SAE AS9101 Revision B,

" SCORING

( Member:/ogo)

Racult

Organization':

Minor CAR on non,

SCQRING CWVHART'{: g %’25,;%};% Key requirement | .NO CAR | RESULT
Muitiple Slngle Multiple Single ’ ‘
findings fndmg findings | finding ’ o
_4 | Quaiity management system - = - : -£190) - -
4.1 General requirements 0 10 | 25 40 /5%) 5F)
’ Y ER R, g ]
4.2 & 4.3 | Documentafion requnrements & Confguratlon management 0 /10 ) 25 40 50 Y& 74
.+ "5 | Managethent responsibility < el o NS s [ T 1) T AR
5.1 Management commitment
52 Customer focus 0 5 15’ 20 / 20 50
5.3 Quality policy : a o
5.4 Planning 0 10 20 30 Cagd | 24/
55 Responsibility, authority and communication 0 5 15 20 (/| 3O
5.6 Management review 0 10 125 ] @ B0 1%0

-Resourve ~Managemen

Work :environment

6.1 Provision of resources 0 10 25
1862 Human resources
6.3 Infrastructure 0 10 25

7.1 Planning of product realization 0 5 15 20 AQ)
72 Customer related. processes 0 10 30 50 . %6) . Eﬁ
7.3 Design.and-déveiopment . o i T v
7.3.1 |.D& D Planning 0 5 Ve 30 (
7.3.2-3-4 | Inputs, outputs & review 0 5 ) | 3o\
7.3.5-6 | D&D verification & validation 0 5 =72
7.3.7 | Control of design and development changes 0 5 &340)/) : 337(’)
74 - Purchasing 0 10 60 _ fz(() _
7.5 ‘Prodict and service provision " & : Lt I
7.5.1 | Control of production and service provision 0 10
7.5.2 | Validation of processes for production and service provision 0 10
7.5.3 | Identification and traceability 0 10
Customer propen‘y & preservatlon of producz‘ 0 5
0

requests

The assessed Orgamzatron agrees on the Quality System scoring and Corrective Action - -

8.1 General 0 5 10 J 15 /2({) l
8.2 Monitoring and measurement ' ' - R
8.2.1 | Customer satisfaction 0 5 10 15 @Z éL
8.2.2 | Internal audit 0 5 15 20 30/ D
8.2.3 | Monitoring and measurement of processes 0 5 15 20 ,(3,92 %
8.2.4 | Monitoring and measurement of product 0 5 15 20 @ ,g@__
8.3 Control of nonconforming product 0 5 15 20 30 0
84 Analysis of Data 0 5 10 15 ,_ﬂ/ @ ,60
8.5 Improvement 0 5 @ 12 20 .
| 880" or| Q1)
TOTAL | *% 000 q [
score | 4f0 1100 4




SAE ADYTUT Kevision B

Assassmg company

ASSESS_MENT”REPORT

e logo
ASSESSMENT RESULT SUMMARY
Organization 7\/ /%5!% MSFC Nudsits AL
* Elements* ' Result Observatlon | Corrective Action Request Number
(A891OO Section 1) l Ma ’ mi ’N/A (MA/mi) e

——4——Q~uaﬁt—y—Ma—na—§emen—t—S-ySiem
4.1" General requirements

4.2 Documentation requirements /ﬂ&/b
4.3 Configuration Management /

5 - Management responsibility

5.1 Management commitment
5.2 Customer focus

5.3 Quality policy

5.4 Planning _
|5.5 Responsibility, authority and
. communication

5.6 Management review /

6 - Resource management

(l 6.1 Provision of resources
-"16.2 Human resources
+6.3 Infrastructure

6.4 Work environment

7 - Product realizatiori

7.1 Planning of product realization
7.2 Custornér-related processes
7.3 Design and development

7.4 Purchasing - CQ
7.5 Production and service provision

'[7.6 Control of monitoring and -
measuring devices : |

8 - Measurement, analysis and improvement

8.1 General
8.2 Monitoring and measurement : /ﬂé&/

8.3 Control of nonconforming |
product

8.4 Analysis of data
8.5 Improvement. -

Assessmg Company N & A

Assessed Orgamzatlon USA o

M3 FE

Lead Asses ;
ngnature ;

Rep’s: na
!Signature

* For each element;
. on applicable




§‘éssing cb}i;ipar}y_‘
Jogo i

Organization:

1

’ ':‘,Da’tev sued:

ced St'anctié'r‘d Element cqh’jpemed:

| Referen

R

=
oo I

Non-Conformance Descript

Assessor Name:

Assessor Signature: -

Due daté:

ith root cause analysis, corrective

active Action Request wils

1 ge]
the assessing Company by

Assessed Organization to complete the Corr
action and planned completion date of corrective action, and return to
due date:
Action | Root Cause:
No.»
1 " .. Planned completion date
Action | Corrective Action: of Cormécive Action:
No.: :
-
Signature: Current date:

Organization Representative Name:

.

the A5§essed Organization

Verification of the implementation of

the completed Corrective Action by

Curvrentt:\date:

Organization Representative Name:

Signature:

be filled out by the Assessing .Company

Assessor Signature

Veriﬁcétion of the impl‘e-mentati'o”n of the compleféd Corrective Action to
Verification date : Accepted: Assessor Name :
Yes O No O h




evision B

2t report numper
Issued date -

Describtion

Lead Assessor Name:

Signature:

action — mj - Minor correciiye
M. Management“' :
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SAE AS9101 |

‘The questmnnaxre rs Lse' to evaluate. ASQTOO standard section. 1.

Satrsfactory (S)

Not evaluated (N/E)
Corrective Action Request (CAR) Major (Ma) or Mrnor (mi.) finding:

AR VAR AV

- The CAR number shall be referenced in the column “CAR number”’

the “on js'_ite"
gs for these

T e use of thrs questlonnalre is mandatory and wm be a part of the Assessment Repor’t

' "Fhe auditis unds ertaken brrevrew agamsﬁhe reqcurements of—the qcrestronnal re—and-the-
findings are recorded as appropriate by annotation of respective columns, -

Not applicable (N/A) the reason shall be documented in the bottom of the page

The category Ma for Major CAR or mi for’ Mlnor CAR shall be included in this column also.

finr on ot ot onn HY
iich 1 GUesto E g

Key Req'uirements: Some requirements are deemed to be very significant and are so
identified by the presence of ‘P’ or ‘M’ against the specific section or question within the

questionnaire,
“P” direct link with product

“M” direct link with.Management

The extent of Key Requirement applicability is determined by the location of the ‘M or 'P". In

M

the example below all of question 14 is considered as a key requirement.

14  Does the output from the management review include any decisions and actions related to ;

Improvement of the effectiveness of the quality management system and its processes 7

a)
b) improvement of product related to customer requirements ? and
c) Resource needs ?

In the second example below only part ef question 03, i.e. d) is considered Key Requirement.

03

in planning preduct realization, does the organization determine the follewing, as appropriate :-

a)
b)

c)

d)

Quality objectives and requirements for the product ?

The need to establish processes, documents, and provide resources specific to the
product ?

Required verification, validation, monitoring, inspection and test activities specific to the
product and the criteria for product acceptance ? :

Records needed to provxde evrdence that the realization processes and resultmg product

mest requlrements (see 4.2 4) ?




_ Guidance
‘ guidance

Customer satxsfactlon (see A2

. Conformrty to product requ1rements (see 7.
*¢) _ Characteristics and trends of processes and Droducts lncludma ooportumtles fQ[ p[eventlve

action ? And

bcvl) Orgamzatlons ?

Guidance Note ,
1) Give examples and check how the organization measures the effectiveness.

References When a reference (e g. 4 1) is added to a questlon It is lmked to the -
appropriate chapter (e.g. 4. 1) of AS9100.

Objective evidence assessed / Obséervations / Comments’/ N/A explanation”
Record the objective evidence reviewed during the assessment or reason for not applicable.

Non-conformities :

- ‘ 'Major - The absence of, or total breakdown of a manage_ment element specified in the.
9100 standard or any non-conformities where the effect is judged to be detrimental ,,

to the integrity of the product or service.

PN
/

Minor : A single system failure or lapse in conformance with a procedure relating fo the
9100 standard. ‘

Note : A number of minor non-conformities against one requirement can represent a total
breakdown of the system and this can be considered as a major non-conformity

[y

3. USE OF THE ASSESSMENT SCORING CHART

. Following completion of each chapter of the Quality System Questionnaire the
nomenclature Assessment Scoring chart can now be completed.

The findings of each section and sub-section of the completed Quality System '
 Questionnaire are reviewed and the Assessment Scoring sheet completed as follows.

> If, multiple findings (i.e. greater than 1) with Major (Ma) Corrective Action Request (CAR) orminor
(mi) CAR on Key requirement in a section, é€.g. 4.1 General Requirements then score in Major
CAR or minor. CAR on Key Requirement (i.e. any questions with ‘M’ or ‘P’ indicator) “Multiple.

findings” column (result = 0), or

> I, smgle ﬂndlng ‘with Major (Ma) CAR or minor (mi) CAR on key requnrements in a section, e.g. B
4.1 General Requirements then score in Major CAR or mlnor CAR on Key Requirement ° Smgle_”ﬁv;v,‘

fndlng column (result =10), or

Minor (mi) (éAR) in:

multlple findings on non: Key requ1rement' ((e greater than 1) 1 ]
n non Key. requirement

section, e.g.’ General Requ1rement n score. ln Mmor CA
Multlple finding olumn (result'25) or &




. When a s 'gle finding. _‘.occurred on same sectlon of the SCC ng

table (e. g 4‘2 & 4.3 or'51-5.2- 5 3) then score as “multlp(e fmdxngs”

v”‘fFurther notes on scormg

:The above review cntena should be consndered sequentlaﬂy , T B -

Maximum audit total can‘be

1000 where audlt review comprises who!e Quahty System Questionnaire or, -

880, where audit review.comprises Quahty System Questionnaire Iess Desxgn and o

Development. In this case, the final score = TOTAL X 100
880 " -

- If a complete section line of the score sheet has not been assessed (N/A or N/E) the score

will be caiculated as follow:
TOTAL x 100

Score =  Sum of maximum possible score

The higher the score the greater the level of compliance acknowledged by the audit activity:

’/.a.\




 QUALITY!

ANAGEMENT SYSTEM

~ General requirements:

Documentation requirements’

- MANAGEMENT RESPONSIBILITY |

¥ Management commitment 21
.2.; Customer focus ‘ 21
5.3 Quality policy 21
5.4°  Planning 21
5.5 Responsibility, authority and communication 222
5.6 Management review ""5'*_23 '
6 RESOURCE MANAGEMENT 524
6.1 Provision of resources 24
6.2 Human resources o 24
6.3 Infrastructure - 24
6.4 Work environment 24
7 PRODUCT REALIZATION 25
7.1 Planning of product realization 25
|1 7.2 Customer-related processes 26
7.3 Design and development 27-30
7.4 - Purchasing 5 .31-33
7.5 Production and service provision 34-38
7.6 Controi of monitoring and measuring devices 39
'8 MEASUREMENT, ANALYSIS AND IMPROVEMENT 40
8.1 General 4
8.2 Monitoring and measurement 41—43.
8.3 Control of nonconforming product 44
8.4 - Analysis of data 45
8.5 Improvement 46




1 Revision B

Does the orgamzatron

rdentn‘y the processes needed for the quallty management system and their appllcatlon

throughout the orgamzatlon (H?
b) determme the sequence and 1nteractxon of these processes (1) ?
determme criteria and methods needed to ensure that both the operation and control of

a)

. " Tthese processes are effective ?
d) ensure the availability of resources and information necessary to support the operatlon

and monitoring of these processes ?
e) monitor, measure and analyze these processes ? and
f)  implement actions necessary to achieve planned results and continual lmprovement of

these processes 7

03 Are these pr_ocesses managed by the organization in accordance with the requirements of this

international"Standard 7

s

Where an organization ehooses to outsource ahy process that affects product conformity with P

04
requirements, does the organization ensure control over such processes ?

4

05 s the control of such outsource processes identified within the quality management system ?

Note : Processés needed for the quality managemént system referred to above should include processes for management; provision,

product realization and measurement.

Guidance Note

1) Main process formally identified e.g. : list, flow diagram, ets. h

O,.,iective'evidence assessed / Observations / Comments / N/A explanation a
o . 2

2 -action

CAR: CorTect/ve action requr

S: Satisfacts
; N/A Not appllcable N/E: No




KEY .-
Requirements|

b): a quahty manual ' “f .
o) documented_procedures reowred by this Internatlonal Standard ? -

d) - documents- needed by the orgamzatlon to ensure the effectlve plannmg, operatxon and
" control of its processes ? : ; -

e). records required by this Internat}onal Standard (see 4.2.4)? and

f) quality system requirements lmposed by the applicable Regulatory Authontles ?

07 Does the orgamzatlon ensure that personnel have access to quallty management system
documentatlon and are aware of relevant procedures ?

N

08 Do Customer and/or regulatory authority representatlves have access fto quahty
management system documentation ?

422 Quahty manual - (dﬁ;’ N éB//’)/Oﬂ/ f']F@ /Z% ol

09 Has the orgamzatlon established and maintained a quality manual (’hat includes (1) :
a) the scope of the quality management system, including detaxls of, and Justlﬁcatxon for, any
exclusions ? : : : ’ J
b) the documented procedures established for the quality management system, or reference
to them, and when referencing the documented procedures, is the relationship . .
between the- requ:rements of this Internatlonal Standard and the documented ’ B

procedures clearly shown (2) 7 :

- \“L

#oc) a descrlptlon of the interaction between the.processes of the quality management.system ’7

s

Note 1 : Where the term
documented |mp|emented and maintained.

Note 2 - The extent.of the quality management system documentation can differ from one orgamzatlon to another d
a) the size of organization and type of activities, . _
b)-the complexity of processes and their interactions, and . : -

“documented procedure” appears thhm this lnternaﬂonal Standard, this means that the procedure is establlshed >

ue to

c) the competence of personnel

Guidance Notes )
1) Quality manual reference and issue

2) Check the procedure list

Objective evidence assessed / Observations / Comments / N/A expianation

s A M 06/ fn j% L/‘/Lé{/ﬂ/& MWWW/,__




KEY
Requirements

11 Are records cortro”ed according to. the requxrements grven in4.247

12 Has a documented procedure been’ estabhshed to def‘ ne the controls needed to
a)j_‘ approve documents for adequacy. prior fo issue 7- e

b) " review and update as necessary and re- -approve documents ?

c) ensure that changes and the current revision status of documents are ldentlfed ?

d) -ensure that relevant versions of apphcable documents are available at pomts of use ?,

e)" ensure that documents remain legible and readily identifiable 7

f). - ensure that documents of external origin are identified and their distribution contro”ed ? and
prevent the unintended use of obsolete documents, and to apply surtable ldentrfcatron to‘

" them if they are retained for any purpose ?

'9)

13 Does the organization coordinate document’éhénges with custormers and/or reguﬁl'ato_ry . i CL) /
_authorities in accordance with contract or regulatory requirements ? Coe - s : S

4.2.4 Control of records
14 Are records -established and maintained to provide evidence of conformity to requirements and

of the effective operation of the quality management system ?

15 Do records remain legible, 'eadrly identifiable and retrievable (1) ?

16 Has a documented procedure been establlshed to define the controls needed for the
identification, storage, protection, retrieval, retention time and disposition of records ?

17 Does the documented procedure define the method for controlling records that are

created by and/or retained by suppliers ?

B AR NN

18 Are records avaiiable for review by customers and regulatory authorities in accordance
with contract or regulatory requirements ?
4.3 Configuration management

19 Has the organrzatlon establlshed documented and marnta/ned a conf' Tguration management

~

- procéss appropriate to the p roduct ?

Guidance Note

1) List records reviewed

Objective evidence assessed / Observations / Comments / N/A explanation

Sonped treod st b o e pojed | ISPT ¢ Nedeo
&e /lw("‘}* .t ared_ ¥ .1 lﬂz\ : /&dza C/Kfyzﬁfm(

K@NJ‘J dib ofarcod, | ifend. »{M&/&fb afs Aokt
Mw%i? V/ JZM /m«“/f@ andd Ma/&»q /wa/z .A(owﬁ:

4 3 5 (t,&?o M.d D‘Ezs ¥

actory CAR Correct/ve action i u:red Ma: Major corTect/ve acti ml Minor correctrve act/on
N/A: Not applicable - 'N/E Not evaluated - PiProduct - M Management ... ..




a quahfy manual ’7
documente_d_procedures Tequired by this lnternatlonal Standard ?

- —

documents needed by the orgamzatlon to ensure the effectrve plannmg operatlon and'"
control of its processes 7' A R g :
e) records required by this International Standard (see 4.2.4) 7 and
f) quality system requirements imposed by the applicable Regulatory Authontles ?

07 Does the organization ensure that personnel have access to quality management systern ' . T : )
documentation and are aware of relevant procedures ? : : L | \/
08 DG Customier and/or regulatory authorily representatives have accessto quality o ) N {/

management system documentation ?

4.2.2 Quality manual

‘09 Has the organization established and maintained a quality manual that includes (1) :
a) the scope of the quality manaoement system, including detalls of, and Justn“catlon for, any

e Seope

exclusnons ?
b) the documented procedures established for the quality management system, or reference
to them, and when referencing the documented procedures, is the relationship 3
between the requirements of this Internauonal Standard and the documented '
e procedures clearly shown (2) ?
= ¢) a descrlptron of the interaction between the processes of the quality management. System ? R

-

Note 1 Where the term “documented procedure” appears thhm this lntematnonal Standard this means that the procedure is estabhshed»«

documented impiemented and maintained.

Note 2:The ‘extent-of the quality management system documentation can differ from one org
a) _the size of organization and type of activities, . : ) o
b) the complexity of processes and their interactions, and : -
c) the competence of personnel : T T

anization to another due to

Gurdance Notes o : .

1) Quahty manual reference and issue
2) Check the procedure list

Objective evidence assessed/ Observations / Comments / N/A explanation .
S ,

R Correct/ve ‘action reqwred Ma: Major corre t/ve action~ Mmor correct/ve act/on
Iuated -P: Product - M: Manag ment




AS9101 Revision

10 Are the documents required by the quallty management system controlled ’7

11 Are records controlled accordmg to the reqmrements given in 4. 2 4 ?

12 Has a documented procedure been estabhshed to define the controls needed to
a) approve documems for adequacy pnor to |ssue ? B

b) review and update as necessary and re-approve documents ?:
s ¢) ensure that changes and the current révision status of documents are identified ?
...d) ensure that relevant versxons of applrcable documents are avarlable at points of use ?
'e) ensure that documents remain legible and readrly identifiable 2.
f) - ensure that documents of external origin are identified and their distribution controlled ? and
g) prevent the unintended use of obsolete documents, and to apply surtable ldenﬁf’canon to '

them if they are retained for any purpose ?

13 Does the organization coordinate document chang.es“wit.h custoriers and/or regulatory
-authorities in accordance with contract or regufatory requirements ? Co

4.2.4 Control of records

14 Are records -established and maintained to provide evidence of conformity to requirements and .
of the effective operation of the quality management system ? M

15 Do records remain leglble readlly identifiable and retrievable (1) 7%4/{4/&{//#' /‘é 7 jﬁ&@@

.16 Has a documented procedure been established to define the cogrvols r]eeded for the
identification, storage protection, retrieval, retention time and disposition of records ? &J/

17 Does the documented procedure define th method fo-r'controlling records”ﬂ)at are

- created by and/or retained by suppliersg st //‘M&MAA/

i8 AIE FECOIdS Ev’auaulr: for review u_y’ custoiiers aud regu/atory authorities i
with contract or regulatory requirements ? %A/

WV

4.3 Configuration management 0

‘ 1 9 Has the organization established, documented and maintained a confi guration management

process approprlate fe the preduct ?

Gurdance Note ' :
M7 W

1) "List records reviewed

Objectlve evrden sse ed/Observa’no/W Commznts/l\S/Ae lqnatr/ l; , “
, . ; Z ) 7 //

/\! yy/ //. D AIE
i / 9./
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KEY: "¢

Requirements

a)s. commumcatmc to the organization the impo“rt‘an;:el of meeting customer as well as statutory

~and regulatory requrrements ?

c) . ensurmg that: quahty objectives are esfabhshed ?
d) conductmg management reviews 7 And
e) ensuring the availability of resources ?

5.2 Customer focus

02 Has Top management ensured that customer requirements are determined and are met with the
aim of enhancing customer satisfaction (see 7.2.1-and 8.2.1) ? : :

5;3 ' Qualrtypohcy

03 Has Top management ensured that the quality policy :
a) is appropriate to the purpose of the organization ?
b) includes a commitment to comply with requirements and contlnually |mprove the eﬁectrveness
of the quality management system ? :
c) Drowdes a framework for establishing and reviewing oualltv objectives ?
d) is communicated and understood within the organization (2) ? and

e) - is reviewed for continuing suitability ?

54 Planning

5.4. 1 Quality objectlves

04 Has Top management ensured that quallty objectlves including those needed ‘to meet
""" requrrements for product [see 7.1, )] gre established at relevant functions and levels within the

organization (3) ?

VAN

05 Are the quality objectives n{e/ surable and consistent with the quality policy ? ‘ M/

5.4.2 Quality management system planning

06 Has Top management ensured that :
a) the planning of the quality management system is camed out in order to meet the requrrements

(see 4.1), as well as the quality objectives 7 and
b) the integrity of the guality management system is maintained when changes to the quality

management system are planned and implemented ?

Guidance Notes
1) Evidence of management commitment

2) ldentify and records method of communication ¢ 2
3) Review objectives and status of their implementation «= {”M /MW

natlon

Objectlve evidence assesgsed / Observ tlons / Commér{ts / N/;l expl

A2

ozy .CAR; Correclrve tzctzon
N/A: Not applzcable-




101 Revision

Requireme_nts

Niimber”
Ma or mi -

07 Has Top managementi ensured that the responsnbll and authorities are deﬂnen and

com ‘unlcated within the"orgamzatlon (1) ?

5.5.2 Management representatlve

responsvbuhttes has responstomty and authonty tnat mcluoes

08 Has*Top management appointed & memoer of management who lr'respect‘g'_'v‘é of &ner:

) ‘1mplemented and maintained ? - ey : .

b) reportmg to top management on the performance of the quality management system and
'any need for improvement ?

¢) ensuring the promotion of awareness of customer requirements throughout the organization

? and i

:d) the organizational freedom to resolve matters pertaining to quality ?

a) ensuring that processes needed: for the qualxty management system are established T

5.5.3 Internal communication

09 Has Top management ensured that appropriate communication processes are established
within the orgamzatjon and that communication takes place regarding the effectiveness of the
quality management system ?

uidance Note
1) Identify and records method of communication within the organization

Objective evidence assessed / Observatxons / Comments / N/, explanatlon




N/A:]NE

10 Has Top VIE
: mtervals to vnsure its contm‘umg surtablhty -ddequacy and effectrveness (1) M

11 Does th|s rev mw mclude a : essmg opportumt' vs for lmprovement and the ng&j 'or changes 10

12 Are records_iLom manaaement reviews' mamtamed (see 4.2.4)7?

+5.6.2 + Review input

J'13 Does the input to managem‘ent‘ review include information on (2 :
a) results of audits’?uq,é«'!-/

b) customer feedback? - ' R

'c) proeess performance and product conformity?. -L/V\/% ’W &WA-’
d) status of preventive and corrective actions? W() ’ :
e) follow-up act:)ons from previous management reviews? WWMAM&

f) changes that could affect the quality management system? And WW V

g) recommendations for improvement?

5.6.3° Review output

14 Does the output from the management review include any decisions and actions related to (2) :
d) improvement of the effectiveness of the guality management system and its ‘processes?

e) m_p_memen_t.o.f_@l.g_t related to customer requirements? And

f) resource needs?

Gu:dance Notes '
ction, etc )M ‘?/7/47/

" 1) . Records management review frequency and functions involved (e.g : quality, produ

2) Verlfy the availability of input / output data such as: statistical data; graphics; summary tables; reports etc. (\‘M/ //i L -

Octlve evence assezed / Obse ations / Comments I N/A expl
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QUA lT SYSTEM QUES 1ON AlRE

“UKEY NIA
Requirements;

6.2 HLman ;;r'escu_rc.es

621  General

02’ Are personnel performmg work aﬁechng product quahty competent on the basis of appropnate
education, training, skills.and experience (1) ? "

6.2.2 Competence, awareness and training

03 Does the organization :

a) determine the necessary competence for personnel performing work affecting product | P
quality (2) ? '

b) provide training or take other actions to satisfy these needs ?

¢) Evaluate the effectiveness of the actions taken ?

d) ensure that its personnel are aware of the relevance and importance of their activities and
how they-contribute to the achievement of the quality objectives ?

e) maintain appropriate records of education, training, skills and experience (see 4.2.4) (3) 7

8.3 Infrastructure

N

<_I}

04 Does the organization determine, provide and maintain the infrastructure needed to achieve
conformity to product requxrements ?
Infrastructure includes, as applicable :

a) buildings, workspace and associated utilities ?
b) process equipment (both hardware and software) ? And
c) supporting services (such as transport or communication) ?

N
~

6.4 ‘Work environment P

05 Does the organization determine and manage the werk environment needed to achieve |P
conformlty to product requirements ?

Note Factors that may affect the conformity of the product include temperature, humidity, lighting, cleanliness, protection from electrostatic
dascharge etc.

%
]

Guidance Notes

1) Review training Records and Plan (status of the current year and-of the previous year)-

2) Give examples of methods used to determine competence (e.g.: competence matrix, multiskill, By

3) Review training certificates for the certified personnel and training records (internal and external trammg courses)

Objective evidence assegsed / Pbs rvat}ons / Co ments I N/A exglanaW)

t/on mi: Mlnor correctlve act/

required — Ma: Major correct}ye
Management

: Not evaluated - P: Product;




KEY:
Requirements|.

CAR N/A

quahty management system (see 4 2

In planning product reallzatlon does the organlzatlon determine the followmg, as appropnate
a) quahty objectives and requ1rements for the product ’? : e e e g
b) the need to establish processes documents, and provide resources specxﬂc to the /

product ? -
c) required verification, vahdatlon monltonng, lnspectlon and test actxvmes spe(:lfc to the

product and the criteria for product acceptance ?
d) . records needed to provide evidence that the realization processes and resuiting product 1P

PRy

. meet requirements (see 4.2.4) 7
. e) the identification of resources to support opération and maintenance of the

04 Is the output of this planning in a form suitable for the organization's-method of operations?

product 2 _ » wo : : ! -

Object've evidence assessed / Observations / Comments / N/A explanation

‘D@* LP/M %\ !74551 i 4(/(;3 | :
M s {{Wj por TPS (Tast [ fapecchin Do t)
s TIPS -AVGS ~-SDI3-0 30 -

TPS— A6 S-sDI3-02¢ | s
Tr5— fues - SPI3-025 | -

TPs- fdes -s5D?3- 012
TPS - Aves - §973- 03¥

Dode T - Cossef @w?ujﬁém f‘ff\fm}'zjo%?i.f

MWW/MW //,& //m/of/ﬂ /L%)dj.wwﬂzgl
O, ure ., Mi/-«s(j ((7 ks, C&%L&W é a-(zu “W /76,’

Uonz- of M ‘o

gss\)f’q—__pc -0olS™ s smpd—/uc-adiﬁ




CAR
Number
Ma or mi

) statutory and regulatory requrrements related to the product ? and

any additional requxrements determlned by the organlzatlon ?

7.2.2 Revrew.cf requlrements e.ated to the prouhct

06 Does the organizationre'view the requirements related to the product ?

“Is the review conducted prior to the organization's commitment to supply a product to the
customer (e.g. submission of tenders, acceptance of contracts or orders, acceptance of
.changes to contracts or orders) and does it ensure that (1) ;- i ) | /
a) product requrrements are defined ? -

b) contract or order requirements differing from those previousty expressed are resolved ?

the organization has the ability to meet the defined requirements ? And

07

c)
d) risks (e.g., new technology, short delivery time scale) have been evaluated ?

08 Are records of the resulis of the review and actions arising from the review maintained /]

) (see 4.2.4) (2)7 ’

09 Where the customer provides no documented statement of requirement, are the customer
requirements confirmed by the organization before acceptance ? /

10 Where product requirements are changed, does the organization ensure that relevant | P [/ ) -
documents are amended and that relevant personnel are made aware of the changed i
‘requirements ? S

Note ; In some srtuatlons such as internet sales, a formal review is impractical for. each order. Instead the review can cover the relevant

product information such as catalogues or advertising material.

7.2.3 Customer communication

Does the organization determine and implement effective arrangements for communicating
with customers in relation to :

a) product information ? : ’ l//
b) enquiries, contracts or order handling, including amendments ? and
¢) customer feedback, including customer complaints 7

11

Guidance Notes
1) Check that all affected functions are involved in the review
2) Give examples J

Objective evidence assessed / Observations / Comments / N/A explanation

ﬁ”*‘"‘;“( ('/0‘4’(1’% A fmiiniee i {a Yeag I&  /SPT, Dot P"c‘?\{d’
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CAR 7] N/A
Number_ ;-
Ma or mi.

12 Does the organlzatlom plan and control the design and development of product ?

13 Dunng the design and, development plannmg, does the organlzatlon determ‘ 'e

a) the design and development stages (1) 2 ’
: n respect of orgamzatyon task sequence, mandatory steps stgnlf‘ cant stages"and

- “=method of confguratlon controi,
b) the review, venication an validation that are appropnat’e‘t"_ho eac de5|gn—ano oevelopmem

stage ? and G
c) the responsibilities and authorities for de51gn and development 7

14 Where appropriate, due to complexity, does the organlzatlon give consideration to the

following activities :
- structuring the design effon‘ into signifi Tcant e/ements ? ]
- for each element analyzing the tasks and the necessary resources for lts deszgn_,,
and development. Does This analysis consider an identified responstble person,
Hesign content, input data, planning constraints, and performance conditions: Is
the input data specific to each element rev:ewed to ensure consrstency with

requirements ?
15 Does the organization manage the interfaces between different groups involved in design and- | ] i L
development to ensure effective communi ication and clear assignment of responsibility ? b 7 E(
16 Is planning output updated as appropnate as the design and development progresses ? I AR
17 Are the different design and development tasks to be carried out defined according fo | P )
—. specified safety or functional objectives of the product in accordance with customer . -
L and/or regulatory authority requirements (2) ? .. .
& . 7.3.2 Design and development inputs :
~e 7| 1B TAre |nputs relatmg to product requirements determined and are records maintained (see 424) M ) iy g
M )i
: Do these inputs include :
a) .functional and performance requirements ?
" b) appllcable statutory and regulatory requirements ? -
* ¢) where appllcable information ‘derived from previous Slmllar designs ? and
d) other requirements essential for design and development ? o .
18 Are these inputs reviewed for adequacy ? ) SR
20 Are requirements completed, unambiguous and not in conflict with each other ?
Guidance Notes .. . . : : .
e of one in progress, that identifies the planning of

1) Give at least an example of a completed design & development plan, or an exampi!

tasks and key events.
2) Give an example
3) Review applicable input data (give examples)

Objective evxdence assessed / Observatlons / CommeWC/

tive action required - Ma: Ma, mect/ve action — mi: Minor ¢

cable - N/E Noty'evaluate‘d roducl‘ - M Management
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cAR | A

Number
Ma or i

'meet the input requlrements for dESlgn and oevelopmem ?
b) provnde appropnate information for purcnasmg prooucnon and ror service provision ?

c) contam or reference product acceptance criteria ? -
specxfy the characteristics of the product that are essentlal for its safe and proper use ? and

" identify key charecterlsflcs, when applicable, ll_‘l accordance with design or contract’

requirements ? -

23 Is all pertinent data required to allow the product to be identified, manufactured
inspected, used and maintained defi ned by the orgamzatlon for example
- drawings, part lists, specn" catlons ? L
a listing of those drawings, part Ilsts and specn" catlons necessary to def‘ ne
the configuration and the design features of the product ?
information on material, processes, type of manufactunng and assembly of fhe

' product necessary to ensure the conformity of the product ?

7.3.4 Design and development review

24 Atsuitable stages, are systematic reviews of design and development performed in accordance

with planned arrangements (see 7.3.1) to (1) :
a) evaluate the ability of the results of Design and development to meet requirements ?

b) identify any problems and propose necessary actions ? and

c) authorize progression to the next stage ? \

25 Do participants in such reviews include representatives of functions concerned with the desxgn

and development stage(s) being reviewed ?

26 Are records of the results of the reviews and any necessary actions maintained (see 4.2.4) ?

7.3.5 Design and development verification

27 s verification performed in accordance with planned arrangements (see 7.3.1) to ensure that
the design and development outputs have met the design and development input requirements ?

28 Are records of the results of the reviews and-any necessary actions maintained (see 4.2.4) ?

Note : Design and/or development verification may include activities such as :
- performing alternative calculations

comparing the new design with a similar proven design, if available

undertaking tests and demonstrations, and

reviewing the design stage documents before release.

Guidance Notes
1)  Give evidence of reviews

Objective evidence assessed / Obsegvati

ns / Comm entz/ NIW&@U , >




S CAR
Number
Ma or-mi

Requiremenits!

‘Design and devél'.' :
Design and develogment valxdatron

129. Is; desngn and development valrdatnon performed in accordance with planned arrangements
(see 7.3.1)to ensure that the resultmg product is capable of meetmg the requnrements for the

pecnr ied apphcatron or intended use; where known 7
30 Wheréver practicable, is vahdatron completed prior to the dehvery or rmplementatlon of the

Ptuud"t'? : ? . L i k
31 Areﬂreco»rds of the results of va_lidat_ion and any neceseary actions maintained (see T2ATT ] ! BN B AL

Note: :
—Desxgn and/or development validation follows successful design and/or development venﬁcatron

-Validation is normally performed under operating conditions.
_Validation is normally performed on the final product, but may bie necessary in the earlier stages prior to product corrlpletion.

-Multlple validations may be performed if there are different intended uses.

7.3.6.1 Documentatlon ‘of design and/or development verifi cation and validation . . . . - S
32 At the completion of design and/or development, does the organization ensure that M - V/
reports, calculations, test results, etc., demonstrate that the product definition meets the )
specification requirements for all identified operational conditions?
7.3.6.2 Design and/or development verification and validation testing )
' /

33 Where tests are necessary for verification and validation, are these tests pianned,
controfled, reviewed, and documented to ensure and prove the following (1) :

a) test pians or specifications identify the product being tested and the resources being

used, define test objectives and conditions, parameters to be recorded, and refevant

B acceptance criteria ?
o b) test procedures describe the method of operation, the performance of the test, and

< ' the recording of the results 7
" "-8) the correct configuration standard of the product is submitted for the test 2

d) the requirements of the test plan and the test procedures are observed ?
&) the acceptance criteria are met?

Guidance. Note :
l)“ Give an example of a qualification report s

‘Objective evidence assessed / Observations | Comments / N/A explanation

or correct/ve act/on mi: Mino correctlve act/on

¢ rectlve action requrred M ;
P Product -M Manageme

of appllcab/e - N/E Not evaluate

: Satiét’actory- CA
B N,

29"
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S CAR
Number

Ma or mi

1mplementatlon (1) ’7
36’ Does the rewew of desxgn and development chang

’ 37 Ddes the organization’s change control process provide for custdrber and/or regulatory
authonty approval of changes when required by contract or regulatory requ:rement ?
38 Records of the results of the review of changes and: any necessary actxons mamtamed

(see 4.2.4)7?

Guidance Note

1) Give an example , : .

Objective evidence assessed / Observations / Comments / N/A explanation T




KEY s |- .Ccar

" |Reqirements - Number
«’Ma or mi -

‘the type and. extent of control apphed to the Suppher and the purchased product. dependent
pon the effect of the purchased product on subsequent product reahzatnon or the ﬁnal product ?

i Is the orgamzat/on responsiu:e for the quality ©

TN

J—

{44 Are records of the results of evaluations and any necessary actions arising from the evaluation.. .

including Customer- estgnated Sources ?

427" Does the organization evaluate and select Supphers based on thelr ablllty to supp{y productin. | - ' L
" accordance with the organization's requrrements 20 . . ) ) N

43 Are criteria for selection, evaluation and re-evaluation established.?

maintained (see 4.2.4) 7
45 Does the organization :

a) Maintain a register of approved Suppliers that lncludes the scope of the approval
(172

b) Penod/callv review Suppliers performance and use the records of these reviews as
2 basis for establishing the level of controls to be lmplemented 2)?

¢) Define the necessary actions to take when dealing with Suppllers that do not meet
requirements ? . .

d) Ensure where required that both the orgamzatlon and all Supphers use customer—
approved special process sources ?

e) . Ensure that the function having responsibility for approving Suppller quality
systems has the authority to disapprove the use of sources ?

) "rGUIdance Notes

' 1) Review current list of approved Suppllers
2) Review suppliers performance / measurement system (e.g.: supplier rating, etc.)

hbjectlve evidence assessed l Observations / Comments / N/A explanatlon

W fﬂo’l‘zgj

,Correctlve actlon required = M, Major comective act/on m correctlve aci on

L P: Produ - M: Managem




QUEST!ONNA!RE :

requrrements for approval of product, procedures processes and equrpmen 7’

requrrements for qualn" cat/on of personnel ?

c) aualn‘v manaaemem‘ svsz‘em reaurrements 2

d) the name or other pos:tlve identifi caflon and appllcable issues of spec:f' catlons
drawmas process requirements, msoectlon instructions and other relevant technlcal

data 2

e} requirements for des:gn test, exammatlon lnspectlon and related’mstructlons for |~
acceptance by the Organization ? R

f) requirements for test specimens (e.g., production method, number, storage ST
conditions) for design approval, inspection, investigation or auditing ? h

g) réquirements relative fo :
B - supplier notification to Orgarlza tionr of nonconforning product ? and

- arrangements for Organizationr approval of suppller nonconformmg materlal ?

£) ramiiiramante far tha eunnliar ta notifs the Orozn
H FEGLUFEIIenis fOF 1N8 SUPBDHer 10 ROy the Orga: rization of changes in producst and/or

process definition and, where required, obta/n organization approval ?

i) right of access by tfie organization, their customer, and authorities to all facilities
invelved in the order and to all applicable records ? and

b requ:rements for the supplier to flow down to subtier suppliers the appllcable
requirements in the purchasing documents, mcludmg key characteristics where

requ:red ?

“ta their communication to the supplier ?

47 Does the orgamzation ensure the adequacy of specified-purchase requirements.prior. | e

Guidance Note
1) Examine purchase orders that apply to several types of procurement.

s

Objective evidence assessed / Observations / Comments / N/A explanation

T8 Satlsfacfory _'CAR Corrective action requrred Ma Major corrective act/on mi: M/nor corrective action
N/A: Not applicable’= N/E: Not evaliated - P: Product. M Management :
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TEM QUESTIONNAIRE

KEY S o CAR U NA | NE
Regquirements :

ASSESSMENT QUESTIONS

74 Purchasing (€ontinued)

7.4.3 % Verification of purchased product’ s i

48 Does the organization establish and implement the inspec

AN

tion or otheractivities necessary. for | P
ensuring that ‘purchased product meets specified purchase requirements, they.may include
obtaining objective “evidence of'the quality of ‘the product from suppliers . (e.g.,
accompanying documentation, certificate of conformity, test reports, statistical records, :
process control, inspection and audit at supplier’s. . premises, ‘review of the required | - -

documentation, inspection of products upon receipt, and, delegation of verification to <

the supplier, or supplier cerfification ? - e ) 3

T

49 Is purchased product heid until it has been verified as conforming to Specified - -

requirements unless it is released under positive recall procedure ? -

50 Where the organization utilizes test reports to verify purchased product, is the datain .

those reports acceptable per applicable specifications (1) ?

51 Does the organization periodically validate test reports for raw material (1) 2.

52 Where the organization delegates verification activities to the supplier, are the requirements -

for c‘lelegaﬁon defined and a register of delegations maintained (1) ? -

53 Where the organization or its customner intends to perform verification at the ‘supplier's”

-\-’Y‘f\i\‘ |

,premises, does the organization state the intended verification arrangements and method of
product release in the purchasing information? o ;o ' -

54 Where specified in the contract, is the customer or the customer’s represenftative

afforded the right to verify at the supplier’s premises and the organization’s premises |- [
that subcontracted product conforms io specified reqguiremenis 7~ ) C

55 It is ensured ‘that verification by the customer is not used by the organization as L/
evidence of effective control of quality by the supplier (it does not absolve the . (/

organization of the responsibility to provide acceptable product, nor shall it preciude )

subsequent rejection by the customer) ?

G uidance Note .. ' ] .

e l 1) Give an example

ébjécfive evidence assessed / Observations / Comments / N/A explanation . ’

N

-

S: Satisfactory - CAR: Carrectlive action required — Ma: Majof corrective action - mi: Minor corrective action
. “ N/A: Not applicable - N/E:.Not evaluated - P: Product - M: Management




Revision B

_QUALITY SYSTEM QUESTIONNAIRE

ASSESSMENT QUESTION

KEY

Requirements{ "

CARS

Numoer ’

Ma

CNIE

the ldentzf' catlon of ln-process verifi catlon pomts when adequate vern" catlon of
; conformance cannot be performed at a Iater stage of reallzatlon

be taken partlcuiar/y ror Key cnaractenstlcs and

S special processes (see 7, 5. 2)

|57 Does the organization plan and carry out production and ‘service provision under controlled

conditions (1). .
Do these controlled conditions include, as apphcable

.a) the availability of information that describes the characteristics of the product ?
b) the avaﬂabillty of work instructions, as necessary ? :

‘c) the use of suitable equipment ?

‘d)  the availability and use of monitoring and measuring devnces ?

‘e) the implementation of monitoring and measurement ?

‘f) the implementation of release, delivery and post-delivery activities ? - :

g) accountability for all product during manufacture (e g., parts quantltles split orders,

nonconforming product) ? .
h) evidence that all manufacturing and inspection operatlons have been completed as P
planned or as otherwise documented and authorized ?
i) provision for the prevention, detection, and removal of foreign objects ? P
j) _ monitoring and control of utilities and supplies such as water, compressed air,
electricity and chemical products to the extent they affect product guality 2 and ~
k) criteria for workmanship, which shall be stipulated in the clearest. practical manner
(e.g., written standards, representative samples or illustrations) ? -

Guidance Notes
1) " List the Part Number(s) used for this review

Objective evidence assessed / Observations / Comments / N/A explanatlon

i eLedirls L L W/"w '

S: Satistactory - CAR: Corrective action required ~ Ma: Major corrective action — mi: Minor corrective action
N/A: Not appllcable N/E: Not eva/uated P: Product - M: Management




the work ?

e Uk
o f - :
\‘ .vv.;'.. K
'58  Are production. operationsvf"éa'rried ou"‘:t in accordance with approved data 7 S B E
59" Does the data.contain as necessary ' s LT p -
: a) drawmgs parts llsts process flow:. harts mcludmg mspectlon operatlons ' - '{:, A
productlon documents {e.g., manufactunng plans,’ traveler router work order A ’,
process cards), and lnspectlon documents (see 8.2.4. 1) ?and 7 A
b) alist of _specific or non-specific tools and numericai control (NC) macnme programs -
requrred and any specmc mstructions assoc:ared w:th th*e‘l?tse 3 - c'/
. 7.5.1.2 Control of production process changes : o L
60 Are persons authorized to approve changes to production processes identified (1) ? M 1//
81 Has the organization identified and obtained acceptance of changes that require customer | /
and/or regulatory authority  approval in accordance with .contract or regulatory L
requirements ? - -
62 Are changes affecting processes, productlon equipment, tools and programs | P V/
. _.documented ? . - »
63 Are procedures avaiiabie to control their implementation 7 ) L1
64 Are the results of changes to productlon processes assessed to conf‘ irm that the desired | P. oL
effect has been achieved without adverse efiécts to product quality ? e
7.5.1.3 Control of production equipment, tools and numerical control (N.C.J machine programs
65 Are production equipment, tools and programs validated prior to use and maintained and | P V/
inspected periodically according to documented procedures ? ]
66 Does vaiidation prior to production use include verification of the first article produced to | P b
o the design data/specification ? . - L
< 67 ~Are storage requirements, including periodic preservation/condition checks, established P
. . for production equipment or tooling in storage ? : ) i/
s 7.5.1.4 Control of work transferred: on a temporary basis, outside the organization’s facilities
68 Wkhen planning to temporarily transfer work to a location outside the organization’s | M /
facilities, does the organization define the process to control and validate the quallty of L

Guidance Notes
1) Clearly defined list or procedures

Objective evidence assessed / Observations / Comments / N/A explanation

WM,@WW




KEY

N/A | NIE
Requirements Lo

c) the control and uudatma of technlcal documentatlon ?

~ " d)the nnnrnll:’ conirol :nH use nfpepa’mhemes_(j)_,?_and g - /
...e the controls required for off-site work (e. g., organlzatlon s work undertaken at the_ e (]/
customer’s facilities) ? IR : -
7.5.2°  Validation of processes for production and service provision Lo
P

170 Does the organization validate any processes for production and service provision where the
resulting output cannot be verified by subsequent monitoring or measurement (This.includes | - -
-any processes where deficiencies become apparent only after the product is in use or the o
_ service has been delivered) (4) 7

Note :These processes are frequently referred to as special processes.

71 Does validation demonstrate the ability of these processes to achieve planned resulits ?

72 Hae the organization estabiished arrangements for these processes including, as applicable : M

a) defined criteria for review and approval of the processes ?
-qualification and a,bprova! of special processes prior to use ?

by approvél of equipment and qualification of personnel ?

c) useof speciﬁ_c methods and pro.cedures ? ' R PO F L

1 I3
- control of the significant cperations- and parameéters of special processes in }
accordance with documerited process specifications and changes thereto (5)?2 . | =~ o R .

d) requirements for records (see 4.2.4) ?

e) - and revalidation ? . _ I

Guidance Notes

1) Review reports issued following visits to the customer (technical support). Comment on method of collection of in service data. Examme
some.invesiigaiion reports

'2) Review evidence of implementation of corrective and preventive actions.

3) Review evidence of what has been assessed ( e.g.: maintenance manual, repalr manual, information to customer)

4) Verify the existence of list of special processes. .

5) Give examples

Objective evidence assessed / Observations / Comments / N/A explanation ' .




KEY
v [Requirerm

Wheére appropnate has the orgamzatron rdentrf ed the product by suntab!e means throughout’
product reahzatron ? : '

) ugamzatlon mamtaln the ldentn" ation of the conf‘guratlon of ‘the product ln”_ P
order to identify any drfferences between the actual conf' guratlon a d the agreed‘:f‘
com"guratron ? : i

Has the oroamzatron ldentn"ed the product status with resoect to monltonno and measurement
requirements ? P e . : > et

{79 Does the organization exercise care with custofmer property while it is under the organization's

80 Has the organization identified, verified, protected and safeguarded customer property provided

76 When . acceptance authorlty media are used (e.g., sz‘amps electronic signatures,
" passwords), does the organization estabiish and document controls for the ‘media (1) ?

77 Where traceability is a requirement, does.the organization control and record the unique
identification of thé product (see 4.2.4) ?

78 According to the leve! of traceability required by contract, regulatory, or other establ/shed P
requirement, does the organization’s system provide for (2) :
“a) identifi cation to be maintained throughout the product life 7

b) all the products manufactured from the same batch of raw material or from the same- | :

manufacturing bafch to be traced, as well as the destlnatlon (dellvery, scrap) of all |
. products of the same batch ? h
¢) in any assembly, the identity of jts components and those of the next higher
_assembly to be traced?

d) inany grven product, a sequentlal record of rts productlon (manufacture assembly,

lnSpECuOﬂ/ to be reirieved 7 :

N

rNote: In some industry sectors, configuration management is a means by which identification and traceability is maintained.

S—

5.4 Customer property

control or being used by the organization (3) ?

for use or incorporation into the product ?

81 Does the organization define methods to identify and record customer products that are iost,
damaged or otherwise made unusable and report such to the customer ?

Note: Customer property can include intellectual property, including customer furnished data used for design, production and/or

-

inspection.

'Guidance Notes

1) Give examples of method(s) used
2) Give examples of traceability level applied (up and down)

3) Identify types of product supphed by thecustomer )

Objectlve evidence assessed / Observations / Comment%planatron

W%VMMWMU

N/E: Not evalyated - P: Py M: Management




- KE
Requirem

CAR
Number
Ma or mi

Does preservatxon also aooly to the constltuent parts of a 'p éuct ?

Hre

85 SS "“’ese vation of nrcnhn—f al:n :nr\htdn whara app!;cable in accerﬁancn with nrnn'ur‘

Sp‘eCIF catro‘ns and/or regutallons pruv:aluns for-

a) cleanmg ? T

b)v prevem‘lon detectlon and removal of forelgn objects ?
c) spec:al handling for sensitive products ?

d) marklng and labeling including safety warnings ? :

e) shelflife control and stock rotation ?

N spec:al handling for hazardous materials ?

deterioration ?

86 Does the orgamzatlon ensure that documents requ:red by the contract/order to‘
accompany the product are present at delivery and are protected against foss and

Objective evidence assessed / Observations / Comments / N/A expianation




N/A

determmed reqmrements (see 7.2.1) (1) ?

887 Does, the organrzat/on ma/ntam a reglster of these monitoring and measunng dewces
and’ define the process employed for. their callbratlon including detaiis of equ:pment.
type unlque ldentlf' catlon locatlon quency of checks check me od and acceptance
L cntena ? ‘ : .
Note : omtormg and measunrg devices.include, but are not un'm-:-d to: test hardWare I.ESL
“soﬁware—automated—test-eqmpment—(-A-FE)—and—ploh‘ers—used to—produce fnspection-data:
also includes personally owned and custamer supplled equ:pment used, to provide ewdence
of product conformity. . . . . e
89 "Does the organlzatxon establish processes to ensure that momtormg and measurement can be
carfied out ahd ‘aré carried out in & manner that is consistent with 'the monitoring - and
measurement requirements ? .

Does the organization ensure that environmental conditions are suitable for the ‘ ) N LA
calibrations, inspections, measurements anz tests being carried out ? - Ao
91 Where necessary to ensure valid resuits, is measuring equipment :
calibrated or verified at specified intervals, or prior to use, against measurement standards
traceable to international or national measurement standards; where no such standards
. exist, the basis used for calibration or verification shall be recorded (2) ?

b) adjusted or re-adjusted as necessary ?

c) identified to enable the calibration status to be determined 7 o o T N

d) safeguarded from adjustments that would invalidate the feasurement result 7 .
protected from damage and deterioration during handling, maintenance and storage ? ' %

90

e)
f) _recalled to a defined-method when requiring calibration ?
92 Does the organization assess and record the validity of the previous measunng results when the - 14+
equipment is found not to conform to requirements ? 1/
( 93 Does the organization take appropriate action on the equipment and any product affected ? P 1//
-] 94 Are records of the results of calibration and verification maintained (see 4.2.4) ? LA
95 When used in the monitoring and measurement of specified requirements, is the ability of | P L
computer software to satisfy the intended application confirmed ? ) L
96 Is this undertaken prior to initial use and reconfirmed as necessary ? L
L

Guidance Notes
1) Review that the organization has a process for ensuring the capability of measurement system (e.g. Interval Analysis, Resolution

Analysis, Gage Repeatable & Reproducibility, etc.)
2) Ensure the links to the recognized international / national standard.

P

Objective evidence assessed / Observations / Comments / N/A explanation . '




CAR i
Number
Ma or mi.”

» b) to ensure conform!ty of the quahty management system and.‘7

o) fn ‘continually i nmprove ’rhe effertlveness of the quahtv management svstem ?

02 Does this include deterrnmatlon of apphcable methods mciudlng statxstlcal techmques and the ) \/
extent of their use 2 i : : ;

Note : According to the nature of the product and depending on the specified requiremeénts, statistical techniques may be used
fo support L o .
-des:gn verification (e.g., reliability, maintainability, safety) ;
-process control :
« selection and inspection of key characteristics; ) )
» process capability measurements; : con
« statistical process control; ) o
» design of experiment;
-lnspectlon — matching sampling rate to the criticality of the product and to the process capab:llty ;
-failure mode and effect analysis.

1) Give examples of data

Objective evidence assessed / Observations / Comments / N/A explanation , ~ ’/,M
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QUALITY SYSTEM UESTIONNAIRE?

SSESSMFNT QUESTIONS !

Momtormg and medsurement (contmued}
Customer satisfaction’i!

03 '‘As one of the measurements of 'the performance of the quahty management system does ‘the '
organization monrtor rnformatron relatlng to customer perceptxon as to whether the organrzatron

‘has met customer requurements (1) ?

04 Are the methods for obtqrmy@%\d using this ihformation deterrmned'?

8.2.2  Internal audit MMMH ”7/9? /(4{?0//

—"._—“65~Boes—trre—orgamza’tron—condtrct—mternai—audrts—at—Marrrremruervars to—determine whether—the

-.-quality management system (2) -
a) conforms to the planned arrangements (see 7 1) to the requrrements of this Internatronal
Standard and to the quality management system requiremenis estabhshed by the

v organization? and’
b) is effectively impiemented and maintained?

06 Is an audit program planned, taking into consideration the status and importance of the
processes and areas to be audited, as well as the results of previous audlts’7 A } '

07 Is the audit criteria, scope frequency and methods defined?

08 Does the selection of augitors and conduct of audlts ensure ob)ectrvrty and rmpamahtv of the

audit process (3) ? /) /

09 Does the organization enﬁ internal auditors do not audit their own work ?

10 Are the responsrbrlmes ané’requrrements for planning and conducting audlts and for re rtlng
results and maintaining records (see 4.2.4) defined in a documented procedure ?

11 Do the management responsible for the areas being audited ensure that act@hs are taken
"7 without undue delay to eliminate detected nonconformities and their causes ?

12 Do follow-up activities include the verification of the actlons taken and the reportlng of
verification results (see 8.5.2) (4)7? .

13 Are detailed tools and techniques developed such as check sheets, process flowcharts,
or any similar method to support audif of the quality management system requirements ?

14 Are the selected internal audit tools acceptable in measuring the effectiveness of fhe
* internal audit and overall organization performance 7

15 Do internal audits aiso meet contract and/or regulatory requirements ?

MR TG W o 1

Guidance Notes :
1) Give examples of how customer’s satisfaction is measured, committed, and acted uppn. LI
2) Review of audit plan (status of the previgl S, y anand progress of the current year). W

3) Check the list of approved auditors.<

Review type of audits (questronnalre S\

=~
corrective actions_follow-up), W
' /i
[~




CAR

Number
Maor mi

wmeasurement of the quahty management system processes?

<

17”Do these methods demonstrate the ablhty of the processes to achieVe planned results ?

18 »When planned ‘results are not. ‘achieved, is correc’non and correctlve action; taken as_

*ﬂappropnaxe to'ensure conformity of the product 2=

19 m the event of process nonconfdrmity does the o'rgahization (1)

a) take appropriate action to correct the nonconforming process ? ? )
‘b) evaluate. whether the process nonconformity has resulted in product nonconformity ?

and -~ - )
c) identify and ,cdni‘rol the nonconforming prodz)ét in accordance with clause 8.3 ?

8.2.4 Meonitoring and measurement of product

20 .Does the organization monitor and measure the characteristics of the product to verify that
product requirements have been met ?

21 Is thig carried out at appropriate stages of the product realization process in accordance with
‘the planned arrangements (see 7.1) ?

AEANIAN

22 When key characteristics have been identified, are they monitored and controlled ?

23 When the organization uses sampling inspection as a means of product acceptance, is
the pian stalisiicaily valid and appropiiaie for use 7

24 Does the plan preclude the acceptance of lots whose samples have known
nonconformities ? ) .

25 When required, is the plan submitted for customer approval ? .

26 Is product held until it has been inspected or otherwise verified as conforming. to
specified requirements, except when product is reieased under positive-recall
procedures pending completion of all required measurement and monitoring activities ?-

NI NIANE AN

27 Is evidence of conformity with the acceptance criteria maintained ?

28 Do récords indicate the person(s) authorizing releasé of product (see 4.2.4) ?

29 Is product release and service delivery held until all the planned arrangements (see 7.1) have
been satisfactorily completed, unless othervwse approved by a relevant authonty and, where

applicable, by the customer ?

AN

Guidance Note
1) ‘Give examples of non conformity (preduct, process, ...).

Objective evidence assessed / Observatjons / Comments / N/A explanation




KEY

Requirements

Inspectlon doc

8.24.

30 Are measurement requzrements for product or serwce acceptance documented ?

31 Does this documentatlon which may be part of the productlon documentatlon inciu P
a) Cntena for accep ance and/or rejectlon 2 :
b) Where in the sequence measurement and testmg operatlons are pen‘ormed ?
c) a record of the measurement results ? and; : :
d) type of measurement lnstruments reautred and. anv specific mstructzons assccrated ]
with theiruse 7 7 : ‘ ‘
32 Do test records show. actual test results data ‘when required by the spec:f' cation or l//
ac"eptance test plan ?
33 When required to demnonstrate product qualification does the orgamzatlon ensure that V
records provide evidence that the product meets the defined requ:rements ? :
8.2.4.2  First article inspection
L
P L

documentation of a representative item from the first production run of a new’part; or
following any subsequent change that invalidates the previous fi rst article mspectlon

- result (1) ?

34 Does the organization’s system provide a process for the inspection, verification, and’

N

Guidance Note ,
1) Give examples of first article (new product and change).

lejective evidence assessed [ Observations / Comments / N/A explanation

S: Safisfactory’




ir\t:vmnu"u o

QUALITY _YSTE QUESTlONNAlRE

and Controlled to prevent lts unmtended use or delivery.?

Does the orgamzatlon ensurg that product Wl”llCh does not conform to requ1rements is ldentn"ed i

product défined in a documented procedure.?

Are the Controls and related responsxbxhtles and atthoritie for dealmg wrth nonconformmg‘ :

Does the organization’s: docuner‘ =d procedure

* authority for the dlsoosn.‘lon of nonconforming product and the process. for approvmgf i

rocedure define u.e respons,b:l:t} fur review and|’

44

organization’s system provide for timely reporting of delivered nonconformmg product
that may affect reliability or safety 7

-_personnelmaking these decisions ?
-|- 38 Does the organization deal with nonconforming productin one or more of the followmg ways by | P
a) taking action to eliminate the detected nonconformity ? ’
b) authorizing its use, release or acceptance under concession by a relevant authority and,
where applicable, by the customer 7 .
c) taking action to preclude its original intended use or appllcatlon ? \/
39 Does. the organization prevent dispositions of use-as-is or repair, uniess specn" cally
_authorized by the customer, if :
- the productis produced to customer design ? or
- the nonconform:ty results in a departure from the contract requ:rements ? .
(Unless otherwise restricted in the contract, is organization-designed product, which is -
controlled via a customer spec:f' ication, dispositioned by the organization as-use-as Is or
repair, provided the nonconformity does not result in a departure from customer-
specified reguirements ?)
40 Is product disposifioned for scrap conspicuously and permanently marked, or posifively | P
controlled, until physically rendered unusable ? )
41 Are records of the nature of nonconformities and any subsequent actxons taken, lncludlng Vv
concessions obtained, maintained (see 4.2.4) ? » ) . . - V
42 When nonconforming product is corrected, is it subject to re-verification to demonstrate
~ conformity to the requirements ? . l/
43 When nonconforming product is detected after delivery or use has started, does the |p
organization take action appropriate to the effects, or potential effects, of the nonconformity ? l/
In addition to any contract or regulatory authority reporting requirements, does the | p

45

Does notification include a clear description of the nonconformity, which includes as
necessary, parts affected, customer and/or organization part numbers, quantity, and

date(s) delivered ?

Objective evidence assessed / Observations / Comments / N/A explanation

WL/MWWM/%M’WW

‘Ma: Major corrective action 5
ated - P: Product - M: Man

‘A: Not app/lcable - N/E Not :

finor corrective action .




T

47 Does thxs mclude da
relevant sourc:es ?

a) customer Dﬂtlold\allull \bcc
b) conformity to produict requnrements (see 7. 2. 1) ?
¢} ‘characteristics and trends of processes and products mcludlng opportunmes for preventive

action ? And

d) suppliers ?

Guidance Note
- 1) Give examples and check how the organization measures the effectiveness.~

:

Objective evidence assessed / Observ.attons / Comments / NlA explanatxon B R ST

%




KEY; . {. S
Requrremenls o

N/E

49 Does the organlza’uo ‘continually lmprove the effectlv‘
through the dse of th quahty pollcy, qua{rty objectlves"‘
and preventlve actions:and mangdg ent review'?’

ud]t results analyszs of data correctrve

8.5.27

. Corrective action WM&{/M /ﬂg’ &

e

50 Does the orgamzatnon take actlon to eliminate the cause of nonconformltles in order to prevent

recurrence (1) 2

51 Are Corrective actions appropnate to the effects of the nonconfonmtles encountered 7

52 Is a documented procedure established to define requrrements for :

a)

b) -

<)
d)
e)
f)
9

h)

reviewing nonconformities (mcludmg customer complamts) 2

determining the causes of nonconformmes P €
evaluating the need for action to ensure that nonhconformities do not recur ??CA/
determining and |mplementmg action needed ? 4

recording of the results of the action taken (see 4.2.4) %,M’l 6/4-5 ﬂm
reviewing corrective action taken ? a,l,a_/

flow down of the corrective actio requ:rement to a supplier, when itis determined
that the.suppiier is responsible for the root cause 7 and

e,z:ec.;'ﬁ:: actions, where timely and/or m‘*’ecz‘lve corrective actions are not af‘hleveﬁ

8.5.3

Preventive action //

53 Does the organization determlne action to el

jnate the causes of potential nonconformities in

order to prevent their occurrence (2) ?

54 Are preventive actions appropriate to the effects of the potential problems ?

55 Is a'documented procedure established to define requirements for :

a)
b)
<)
d)

e)

determining potential nonconformities and their causes ? ¢

evaluating the need for action fo prevent occurrence of nonconformities ?}/lgreA/

determining and implementing action needed ?

recording of the resuits of the action taken (see 4.2.4) ? and

reviewing preventive action taken ? 27/ /) W‘/M ™
yai

Guidance Notes (/
1) Select a non-conforming part and use 52 a) through h) to check for effectiveness.
_2) Select a non-conforming part and use 55 a) through e) to check for effectiveness.

Objectlve evidence Sssssed d/ Observatl

EBL%
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